Adverse event onset date (AEDATE):

Event number (AESEQNUM):

This adverse event has beenclosed by the Medical Reviewer and may no longer be updated.

For the purposes of this protocol, only overdoses, whether hospitalized or not, and all deaths will be reported in AdvantageEDC.

1. Adverse event outcome:(ALAEOUT)

2

a.lf"Overdose" or"Overdose resulting in death”, date of overd os e:(A1ODDT)
b.If"Overdose resulting in death"or "Other death”, date of death:(AIDTHDT)

. f"Overdose", severity of overd os e:(A1OD SEVE)

. f"Overdose"or "Overdose resulting in death”, were opioidsinvolved in the overdose ?(A 10PIOID)
. f"Other death”, primary cause of death:(A1CAUSE)

. Date site became aware ofthe event:(ALAWARDT)

. Hospitalization:(AIHOSPIT)

Conments:(AD1COM M)

Adverse Events (AD1)

1-Overdose
2-Overdose resulting in death
3-Other death

I
(mm/dd/yyyy)
(mm/dd/yyyy)

1-Grade 1 - Mild
2-Grade 2 - Moderate
3-Grade 3 - Severe

" No [ ves [ Unknown

[
(mm/dd/yyyy)

TNo T ves T unknown

Web Version: 1.0; 5.00;09-19-16



Seg A — CTN-0051A2 Annotated CRFs Segment A

Additional Selection Options for AD1

Event number (AESEQNUM) (key field):
01-1stAdverse Eventofthe day
02-2nd Adverse Eventofthe day
03-3rd Adverse Event of the day
04-4th Adverse Event of he day
05-5t Adverse Event of he day
06-6t Adverse Event of the day
07-7th Adverse Event of he day
08-8th Adverse Event of the day
09-9t Adverse Event of he day
10-10th Adverse Eventofthe day
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Seg A — CTN-0051A2 Annotated CRFs Segment A

Demographics (DEM)
Web Version: 1.0; 2.02; 07-11-14

1. Date of birth:(DEBRTHDT) (mm/dd/yyyy)
2. Age:(DEAGE) (xx)

3. Gender:(DEGENDER) [ male [ Female [ Dontknow [ Refused

4. Does the participant consider him or herself to be Hispanic/Latino?(DEHISPNC) [~ No | ves | Dontknow | Refused

If "Yes", indicate the group that represents his or her Hispanic origin or

. 1-Puerto Rican
ancestry:(DEHISPSP) 2-Dominican (Republic)
3-Mexican/Mexicano
4-Mexican American
5-Chicano
*Additional Options Listed Below

5. What race does the participant consider himor herself to represent:
(Check all that apply)

White: (DEWHITE) [

Black/ African American: (DEBLACK) |

Indian (American): (DEAMEIND) [

Alaska native: (DEALASKA) [

Native Hawaiian: (DEHAWAII) I

Guamanian: (DEGUAM) [

Samoan: (DESAMOAN) -

Other Pacific Islander: (DEPACISL) [ Specify:(DEPACISO)I
Asian Indian: (DEASAIND) [

Chinese: (DECHINA) [

Filipino: (DEFILIPN) [

Japanese: (DEJAPAN) -

Korean: (DEKOREA) [

Vietname se: (DEVIETNM) [

Other Asian: (DEASIAN) [ Specify:(DEASIAOT) [
Some other race: (DERACEOT) [ Specify:(DERACESP)I
-OR-

Don't know:(DERACEDK) |

Refused: (DERACERF) |
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6. What is the highest grade or level of school the participant has completed or the
highest degree they have received?(DEEDUCTN)

7. We would like to know about what the participant does -- is he/she working now,
looking for work, retired, keeping house, a student, or what?(DEJOB)

If "Other", specify:(DEJOBSP)

00-Never attended / kindergarten only
01-1stgrade

02-2nd grade

03-3rd grade

04-4th grade

*Additional Options Listed Below

01-Working now

02-Only temporarily laid off, sick leave, or matemity leave
03-Looking for work, unemployed

04-Retired

05-Disabled, permanently or temporarily

*Additional Options Listed Below

8. Is the participant married, widowed, divorced, separated, never married, or living 01-Married

with a partner?(DEMARTL)

Comments:(DEMCOMM)

02-Widowed

03-Divorced

04-Separated

05-Never married

*Additional Options Listed Below
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Additional Selection Options for DEM

If "Yes", indicate the group that represents his or her Hispanic origin or ancestry:
6-Cuban

7-Cuban American

8-Central or South American

9-Other Latin American

99-Other Hispanic

98-Refused

97-Don't know

What is the highest grade or level of school the participant has completed or the highest degree they have received?
05-5th grade

06-6th grade

07-7th grade

08-8th grade

09-9th grade

10-10th grade

11-11th grade

12-12th grade, no diploma

13-High school graduate

14-GED or equivalent

15-Some college, no degree

16-Associate's degree: occupational, technical, or vocational program
17-Associate's degree: acade mic program

18-Bachelor's degree (e.g., BA AB, BS, BBA)

19-Master's degree (e.g., MA, MS, MEng, MEd, MBA)
20-Professional school degree (e.g., MD, DDS, DVM, JD)
21-Doctoral degree (e.g., PhD, EdD)

98-Refused

97-Don't know

We would like to know about what the participantdoes -- is he/she working now, looking for work, retired, keeping house, a student, or what?
06-Keeping house

07-Student

99-Other

Is the participant married, widowed, divorced, separated, never married, or living with a partner?
06-Living with partner

98-Refused

99-Don't know
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Seg B — CTN-0051A2 Annotated CRFs Segment B

A251B (ENR)

Web Version: 1.0; 1.04;04-04-17

Date of assessment(R8ASMDT) (mmddlyyyy)

Inclusion Criteria
In order to meet eligibility ALL Inclusion answers must be "Yes".

1. Participant is 18 years of age or older?(R8PTAGE) T No T Yes
2. Participant meets DSM-5 criteria for opioid-use disorder (heroin and/or pres cription o pioids)? (R8 OPIDEP) [T No T vYes [ unknown
han as specifically prescribed within thirtyday s prior to consent?(R80PIUSE) ot O Yes I Unknown
opioid dependence?(R8S EEKTX) Nt L EYes™ L Ninknowm
5. Participant is able o provide writien informed consent? (R8INFORM) " N [ Yes [ Unknown
6. Participant is able o speak English i to the study (RBENGLSH) [ No [ Yes [ Unknown
Exclusion Criteria
In order to meet eligibility ALL Exclusion answers mustbe "No".
1. Participant has a serious medical, psychiatriic or substance use disorder that, in the opinion of the Site P, would make study participation hazardous to the [T N [ Yes [ Unknown
participant, compromise study findings or prevent the participant from completing the study ?(R8PSY CH)
deation thatrequires immediate ate ntion? (R8 SUIC DE) r No r Yes r Unknown
3. icipant is on mai of atdoses of 30mg or greater at the time of signing consent?(R8V TDMNT) T No [ Yes [ unknown
4. Participant has presence of pain of s ufficient severity asto require ongoing pain management with opioids? (R8 PAIN) [ No T Yes I unknown
5. Participant is currently in jail, prison or any inpatient overnightfacility as required by courtoflaw orhas a pending legal action which may prevent the [T no I Yes [ unknown
individual from completing the study.(R8LE GAL)
6. Participant is female of child bearing potential and currenty pregnant, breastfeeding, or planning on conception? (R8PREGNT) " No I Yes I Notassessed I Notapplicable
7. Participant has paricipated in parent rial CTN-00512(R8PARENT) [" N [ Yes [ Unknown

Eligibility for Enrollment

1. Participant discharged to the community fr om:(RSDSCHRG) [~ Detoxunit [ Residential faciiy [ Notdischarged
a. Date of discharge from detox unit R&DDCDT) [ omuayyyy)
b. If 'residential facility”, date of discharge from residential facility (R8FCDCDT) [— (mm/ddlyyyy)

2. Is the participant eligible for the suidy?(RBELGS TY) " No T ves

3. Have all inclusion/exclusion criteria been reviewed by the Site Principal or S ub Investigator? (R8 PHY REV) T No [ ves

If"Y es", review date (R8P HRVDT) (mm/ddlyyyy)

Conments:(R8COM M)
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Seg B — CTN-0051A2 Annotated CRFs Segment B

MM Community Treatment (MMC)

Web Version: 1.0; 2.01;06-02-16
Segment (PROTSEG): B
Visit number (VISNO):

Date of assessment(MMCASMDT)

I (mm/ddlyyyy)

1. Is the participant continuing to receive treatment in the community as planned? (M MTXPLAN) " No [ ves [ Notapplicable
2. What reatment(s) is the participant engaging in:

a.Medication assisted treatment (MAT) with buprenorphine maintenance:(M MBUP)

T No T ves

b.Medication assisted treatment (MAT) with injectable naltrexone (MM VIVTRL) [] No - Yes
c.Medication assisted treatment (MAT) with oral naltre>one (MM VIVORL) " No [ ves
d. Medicaton assised (MAT) with i (MMMTDMNT) TN [ ves
e.Medication assisied treatment (MAT) with inpatient detox: (MM INPDTX) M No T ves
. Psychosocial:(MMPSYCH) ™ No [ ves i "Yes” specity: (MMPSYCSP)
g. Referral to othercommunity-based treatment( MM COMTRT) " No [ vYes

-OR-

Declined further treatment(M MDCLNTR) '

Conmments:(MM CCOMM )
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Seg B — CTN-0051A2 Annotated CRFs Segment B

Medical Management Termination (Community Discharge Plan) (MMD)
Web Version: 1.0; 2.01;09-13-16
Segment (PROTSEG): B

Visit number (VISNO):

Date of assessment(MMDASMDT)

(mm/dddy yyy)

1. What treatment plan has been i for the icif at di o the

a.Medication assisted treatment (MAT) with bu prenorphine maintenance:(MDBU P) M No T Yes
b.Medication assisted treatment (MAT) with injectable naltrexone (MDVIVTRL) r No | Yes
. Medication assisted treatment (MAT) with oral naltre>one ( MDVIVORL) M No T Yes
d.Medication assisted treatment (MAT) with methadone maintenance:(MDMTDMNT) M No T ves
e. Psychosocial:(MDPSYCH) " No [ Yes If'ves" specify: (MDPSYCSP)
f. Referral to othercommunity-based treatment( MDCOMTRT) M No [ ves

“OR-

Declined further treatment (M DD CLNTR) r

“OR-

Failed to establish a reatment plan:(M DNOTRMT) m

Comments:(MMDCOMM )
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Seg B — CTN-0051A2 Annotated CRFs Segment B

Missed Visit Form (MVF)
Web Version: 1.0; 1.00;12-06-13

Segment (PROTSEG): B
Visit number (VISNO):

RESClTimEsetlSL (MUREASOR) 1-Participant failed to return to clinic and unable to contact
2-Participant unable to attend visit (e.g., no childcare, transportation, schedule conflict)
3-Participant on vacation
4-Participant iliness
5-Participant in hospital, in-patient, or residential treatment
*Additional Options Listed Below

If*Other", specify:(MV OTHRSP) [

Conments:(MVFCOMM)
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Additional Selection Options for MVF

Reason for missed visit:
6-Participant moved from area
7-Participant incar cerated
8-CTP SSite closed
9-Participant withdrew cons ent
10-Participant dec eas ed
99-Other

Page 10 of 19
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SSeg B — CTN-0051A2 Annotated CRFs Segment B

Protocol Deviation (PDV)
Web Version: 1.0; 1.02;04-04-17
Date of deviation (PDDATE):
Protocol deviation number (PDSEQNUM):

1. Date deviation identified:(PDVDATE) (mm/ddfy yyy)

& BRI E) 701-INFORMED CONSENT PROCEDURES
01A--- No consent/assent obtained

01B--- Invalid/incomplete informed consent form

01C--- Unauthorized assessments and/or procedures conducted prior to obtaining informed consent
01D--- Non IRB approved/outdated/obsolete informed consent documents used

*Additional Options Listed Below

If*Other", specify:(PDTY PSP) ’

3. Briefdescription of what oc curred:(PD DES CPT) |

4. Brief description of the actual or expected corrective action for this event:(PDACTION) ’

5. Briefdescription of the plan to prevent recurrence:(PDPREVRE) |

6. Is this deviation reportable to your IRB?(P DIRBREP) [T No T Yes
If"Y es", will the IRB be notified at the time of continuing review ?(PDIRBCON) " No [ vYes
If"Yes", date of planned submission:(PDIRBPDT) [_ (mm/dd A yyy)
1f"No", date of actual submission:(PDIRBADT) [ (mmidayyyy

Comments:(PDVCOM M)
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SSeg B — CTN-0051A2 Annotated CRFs Segment B

Additional Selection Options for PDV

Protocoldeviation number (PDSEQNUM) (key field):
01-1stProtocol Deviation of the day
02-2nd Protocol Deviation of the day
03-3rd Protocol Deviaion ofthe day
04-4th Protocol Deviation of the day
05-5th Protocol Deviation of the day
06-6t Protocol Deviation of the day
07-7th Protocol Deviation of the day
08-8th Protocol Deviation ofthe day
09-9th Protocol Deviation of the day
10-10th Protocol Deviaton of the day

Deviation type:

01E--- Informed consent process not properly conducted and/or docume nted
01Z--- Other (specify)

Z02-INCLUS ION/EXCLUSION CRITERIA

02A--- Ineligible participant randomized/inclusion/exclusion criteria not met
02Z--- Other (specify)

Z04-LABORATORY ASSES SMENTS

04A--- Biologic specimen not collected/processed as per protocol

042Z--- Other (specify)

Z05-STUDY PROCEDURES/ASSES SMENTS

05A--- Protocol required tnot or

05B--- Study a: ments not Foll dasper protocol

05C--- Inappropriate unblinding

05Z--- Other (specify)

Z06-ADVERSE EVENT

06A--- AE notreported

06B--- SAE not reported

06C--- AE /SAE reported out of protocal specified reporiing timeframe

06D--- AE [SAE not elicited, obs erved and/ordocumented as per protocol
06E--- Safety assessment (e.g. labs, ECG, clinical referral to care) not conducted per protocol
06Z--- Other (specify)

Z07-RANDOMIZAT ION PROCEDURES

07A--- Stratification error

07Z--- Other (specify)

Z08-STUDY MEDICATION MANAGEMENT

08A--- Medic ation dispensed to ineligible participant

08B--- Medication dispensed to incorrect participant

08C--- Medicafion dosing errors (protocol specified dose not dispensed)
08D--- Participant use of protocol prohibited medicaton

08Z--- Other (specify)

Z09-STUDY BEHAVIORAL INT ERVENTION

09A--- Study behavior al intervention was not provided/performed as per protocol
09Z--- Other (specify)

Z99-OTHER SIGNIFICANT DEVIATIONS

99A--- Destruction of study materials without priorauthorizaion foms ponsor
99B--- Breach of Confidentality

99Z--- Other (specify)
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Seg B — CTN-0051A2 Annotated CRFs Segment B

Study Termination (STT)
Web Version: 1.0; 3.01;02-09-17
Segment (PROTSEG): B

1. Date of study completion or lastatiended stdy visit:(STTRMDT) (mm/ddfy yyy)
2. Did the participant complete the week 8 visit? (STCOMPLT) M No T Yes

Conments:(STTCOM M)

Investigator's Signature
I have reviewed all the data recorded on all CRF pagesand certify thatthey are accurate and plete to the best of my ge.

Principal Inve stigator:(STPISIGN)

[
Date:(STPISGDT) [ )
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Seg B — CTN-0051A2 Annotated CRFs Segment B

TLFB Assessment Period (TAP)
Web Version: 1.0; 5.01;09-13-16
Segment (PROTSEG): B
Visit number (VISNO):

Date of assessment(TAPASMDT) I (mm iddlyyyy)
1. Assessment period:(TATFSTDT) From: (mm/ddhyyyy)
(TATFENDT) To: (mm/dd yyy)
2. Have any illicit substances or alcohol been taken during this asse ssment period 2(TASUBAL C) [ No T Yes

Comments:(TAPCOMM)
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Seg A — CTN-0051A2 Annotated CRFs Segment A

TFB week start date (TFWKSTDT):

Day

Sunday

Monday

Timeline Followback (TF1)

Tuesday

Wednesday

Thursday

Friday

Web Version: 1.0; 1.01;09-01-16

Saturday

Date

(TLDATEL)

(TLDATE2)

(TLDATE3)

(TLDATE4)

(TLDATES)

(TLDATE®)

(TLDATE?)

1. Have anyillicit substances or
alcohol been used on this day ?

2. Alcohol number of standard
drinks (xx):

3. Cannabinoids/Marijuana:

(mLsuBALL) [ No [ ves

(TLALCHL1)

(TLsuBAL2) | No [ ves

(TLALCHL2)

(TLsuBAL3) [ No [ ves

(TLALCHL3)

(TLsuBAL4) [ No [ ves

(TLALCHL4)

(TLsuBAL5) [ No | ves

(TLALCHL5)

(rLsuBAte) [ No [ ves

(TLALCHL6)

(TLsuBAL?) [ No [ ves

(TLALCHL?)

(TLTHCRL) (TLTHCR2) (TLTHCRS3) (TLTHCR4) (TLTHCRS) (TLTHCRS6) (TLTHCR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4, Cocaine: TLCOCR1) (TLCOCR2) (TLCOCR3) TLCOCR4) (TLCOCRS) (TLCOCRS) (TLCOCR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking
4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-lV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
I I I I I I I
5. Crack: TLCRAKR1) (TLCRAKR2) (TLCRAKR3) TLCRAKR4) (TLCRAK R5) (TLCRAKR6) (TLCRAKR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking
4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-lV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection
*Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below
6. Amphetamine-type simulants:  (TLAMP R1) (TLAMPR2) (TLAM PR3) (TLAMP R4) (TLAM PR5) (TLAM PR6) (TLAMPR?)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

=4

. Buprenorphine:

8. Opioid analgesics:

9. Methadone:

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLBUPRL) (TLBUPR2) (TLBUPRS3) TLBUPR4) (TLBUPRS) (TLBUPR6) (TLBUPR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|

(TLMTDRL)

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLMTDR2)

4-04-Non-IV Injection
*Additional Options Listed Below

5
5
d
&

4-04-Non-lV Injection

*Additional Oitions Listed Below

(TLMTDR4)
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4-04-Non-IV Injection
*Additional Options Listed Below

|
|

(TLMTDRS)

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLMTDRS)

(TLOPIR1) (TLOPIR2) (TLOPIR3) TLOP IR4) (TLOPIRS) (TLOPIRG) (TLOPR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

(TLMTDR?)



10. Heroin:

11. Hallucinogens, including
MDMA cstasy :

12. Sedatives and hypnotics,
excluding Benzodiaze pines :

13. Benzodiazpines:

Seg A — CTN-0051A2 Annotated CRFs Segment A

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use

1-01-Oral

2-02-Nasal

3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|
|

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use

1-01-Oral

2-02-Nasal

3-03-Smoking

4-04-Non-lV Injection
*Additional Options Listed Below

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLHERR1) (TLHERR2) (TLHERR3) (TLHERR4) (TLHERR5) (TLHE RR6) (TLHERR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

(TLMDAR1) (TLMDAR2) (TLMDAR3) (TLMDAR4) (TLMDARS5) (TLMDAR6) (TLMDAR?7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

I I I I I I I
(TLBARRL) (TLBARR2) (TLBARR3) (TLBARR4) (TLBARRS) (TLBARRS) (TLBARR7)

0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use

1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral

2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal

3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLBZOR1) (TLBZOR2) (TLBZOR3) (TLBZOR4) (TLBZOR5) (TLBZORS) (TLBZOR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|

14. Inhalants:

Other Drugs

15. Oterdrug 1 use:

Specify other drug 1:

16. Other drug 2 use:

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

TLINHR1) (TLINHR2) (TLINHR3) TLINHR4) (TLINHRS5) (TLINHR6) TLINHR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|

(TLOTLR1) (TLOTIR2) (TLOTIR3) (TLOT1R4) (TLOTIRS) (TLOTIR6) (TLOT1R?7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

(TLOTSP11) (TLOTSP12) (TLOTSP13) (TLOTSP 14) (TLOTSP15) (TLOTSP16) (TLOTSP17)
(TLOT2R1) (TLOT2R2) (TLOT2R3) (TLOT2R4) (TLOT2RS) (TLOT2R6) (TLOT2R7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

Specify other drug 2:

(TLOTSP21)

(TLOTSP22)

(TLOTSP23)

(TLOTSP 24)

(TLOTSP25)

(TLOTSP26)

(TLOTSP27)

Comments:(TFICOMM)

Page 21 of 22



Seg A — CTN-0051A2 Annotated CRFs Segment A

Additional Selection Options for TF1
D1cannabinoids

5-05-V Injection
99-99-Other

Page 22 of 22



Seg B — CTN-0051A2 Annotated CRFs Segment B

Urine Drug Screen (UDS)

Web Version: 1.0; 5.03;09-13-16
Segment (PROTSEG): B
Visit number (VISNO):

1. Was aurine drug screen performed2(UDTEST1) [T No [ Yes

1f*No", reason:(UDNORSN) 1-Participant reported being unable to provide sample

2-Participant refused to provide sample
3-Study staff error
99-Other

If"Other", s pecify:(UDNOSP1) [

1st Urine Drug Screen

2. Date 1st urine specimen collected:(UDCOLDT) I (YRR
3. Was the 1sturine temperature within range? (90 -100 °F)(UDTEMP1) Wio B
4. Was the 1sturine speci ined o be 2AUDADULT1) Mo [ ves
5. 1stUrine Drug Screen Result(s):

Drug Name (Abbreviation) Negative Positive | Invalid

Benzodiaze pines (B ZO): (ubBzo1) I r r

Anphetamine (AMP): (UbamPl) [ | [

Marjuana (THC): wotHey I r r

Methamphetamine (MET): — (ppeTsy [ - [

Opiates (2000 ng) (OPI): (upopi1) I r I

Cocaine (COC): (ococy [T I

Ecstasy (MDMA): (UDMDAL) [ r r

O codone (OXY): (uboxy1) [ r r

Methadone (MTD): (omTDY) o [

Bar biturate (BAR): (ubBARL) [ r I

Opiates (300ng)(OPI):(UDOP1300)
Buprenorphine (B UP):(UDBUP1)

r Negative r P ositive r Invalid
r Negative r P ositive r Invalid

2nd Urine Drug Screen
. Ifithe 1st urine speci was ined to be wasa second specimen collected?(UDTEST2) [ No T Yes
I1f"No", reason:(UDNORSN2)

o

1-Participant reported being unable to provide sample
2-Participant refused to provide sample

3-Study staff error

99-Other

If"Other", s pecify:(UDNOSP2)

=

. Was the 2nd urine temperature within range? (90 - 100 °F)(UDTEM P2) ' No r Yes

®

. Was the 2nd urine specimen determined to be adulter ated 2(UDAD UL T2) [T No T Yes
9.  2nd Urine Drug Screen Result(s):

DrugName (Abbreviation) ~ Negative  Positive | Invaiid
Benzodiaze pines (B ZO): uoszoz) I [T r
Anphetamine (AMP): (woampz) [ r r
Marijuana (THC): (uotHe2) [ r I
Methamphetamine (MET):  (UpmET2) [ r I
Opiates (2000 ng) (OP): (ubori2) I~ r I
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Cocaine (COC): (upcoc2) [ r I~
Ecstasy (MDMA): (UDMDA2) [ r r
Oy codone (OXY): (upoxvz) I~ - I
Methadone (MTD): (omTD2) [ r r
Barbiturate (BAR): (UDBAR2) [ r I

Opiates (300ng)(OPI):(UDOP2300) ™ Negaive [ postive [ Invalid
Buprenorphine (B UP):(UDBUP2) ™ Negaive [ postive [ Invalid

Conmments:(UDSCOMM)
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